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(11) Copies of all forms and informa-
tional materials to be provided to sub-
jects to obtain informed consent. 

(12) Any other relevant information 
FDA requests for review of the applica-
tion. 

(c) Additional information. FDA may 
request additional information con-
cerning an investigation or revision in 
the investigational plan. The sponsor 
may treat such a request as a dis-
approval of the application for pur-
poses of requesting a hearing under 
part 16. 

(d) Information previously submitted. 
Information previously submitted to 
the Center for Devices and Radio-
logical Health, the Center for Biologics 
Evaluation and Research, or the Center 
for Drug Evaluation and Research, as 
applicable, in accordance with this 
chapter ordinarily need not be resub-
mitted, but may be incorporated by 
reference. 

[45 FR 3751, Jan. 18, 1980, as amended at 46 
FR 8956, Jan. 27, 1981; 50 FR 16669, Apr. 26, 
1985; 53 FR 11252, Apr. 6, 1988; 61 FR 51530, 
Oct. 2, 1996; 62 FR 40600, July 29, 1997; 64 FR 
10942, Mar. 8, 1999; 73 FR 49942, Aug. 25, 2008; 
84 FR 68339, Dec. 16, 2019] 

§ 812.25 Investigational plan. 

The investigational plan shall in-
clude, in the following order: 

(a) Purpose. The name and intended 
use of the device and the objectives and 
duration of the investigation. 

(b) Protocol. A written protocol de-
scribing the methodology to be used 
and an analysis of the protocol dem-
onstrating that the investigation is 
scientifically sound. 

(c) Risk analysis. A description and 
analysis of all increased risks to which 
subjects will be exposed by the inves-
tigation; the manner in which these 
risks will be minimized; a justification 
for the investigation; and a description 
of the patient population, including the 
number, age, sex, and condition. 

(d) Description of device. A description 
of each important component, ingre-
dient, property, and principle of oper-
ation of the device and of each antici-
pated change in the device during the 
course of the investigation. 

(e) Monitoring procedures. The spon-
sor’s written procedures for monitoring 

the investigation and the name and ad-
dress of any monitor. 

(f) Labeling. Copies of all labeling for 
the device. 

(g) Consent materials. Copies of all 
forms and informational materials to 
be provided to subjects to obtain in-
formed consent. 

(h) IRB information. A list of the 
names, locations, and chairpersons of 
all IRB’s that have been or will be 
asked to review the investigation, and 
a certification of any action taken by 
any of those IRB’s with respect to the 
investigation. 

(i) Other institutions. The name and 
address of each institution at which a 
part of the investigation may be con-
ducted that has not been identified in 
paragraph (h) of this section. 

(j) Additional records and reports. A de-
scription of records and reports that 
will be maintained on the investigation 
in addition to those prescribed in sub-
part G. 

§ 812.27 Report of prior investigations. 
(a) General. The report of prior inves-

tigations shall include reports of all 
prior clinical, animal, and laboratory 
testing of the device and shall be com-
prehensive and adequate to justify the 
proposed investigation. 

(b) Specific contents. The report also 
shall include: 

(1) A bibliography of all publications, 
whether adverse or supportive, that are 
relevant to an evaluation of the safety 
or effectiveness of the device, copies of 
all published and unpublished adverse 
information, and, if requested by an 
IRB or FDA, copies of other significant 
publications. 

(2) A summary of all other unpub-
lished information (whether adverse or 
supportive) in the possession of, or rea-
sonably obtainable by, the sponsor that 
is relevant to an evaluation of the safe-
ty or effectiveness of the device. 

(3) If information on nonclinical lab-
oratory studies is provided, a state-
ment that all such studies have been 
conducted in compliance with applica-
ble requirements in the good labora-
tory practice regulations in part 58, or 
if any such study was not conducted in 
compliance with such regulations, a 
brief statement of the reason for the 
noncompliance. Failure or inability to 
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comply with this requirement does not 
justify failure to provide information 
on a relevant nonclinical test study. 

(4)(i) If data from clinical investiga-
tions conducted in the United States 
are provided, a statement that each in-
vestigation was conducted in compli-
ance with applicable requirements in 
the protection of human subjects regu-
lations in part 50 of this chapter, the 
institutional review boards regulations 
in part 56 of this chapter, or was not 
subject to the regulations under § 56.104 
or § 56.105, and the investigational de-
vice exemptions regulations in this 
part, or if any such investigation was 
not conducted in compliance with 
those regulations, a brief statement of 
the reason for the noncompliance. Fail-
ure or inability to comply with these 
requirements does not justify failure to 
provide information on a relevant clin-
ical investigation. 

(ii) If data from clinical investiga-
tions conducted outside the United 
States are provided to support the IDE, 
the requirements under § 812.28 apply. If 
any such investigation was not con-
ducted in accordance with good clinical 
practice (GCP) as described in 
§ 812.28(a), the report of prior investiga-
tions shall include either a waiver re-
quest in accordance with § 812.28(c) or a 
brief statement of the reason for not 
conducting the investigation in accord-
ance with GCP and a description of 
steps taken to ensure that the data and 
results are credible and accurate and 
that the rights, safety, and well-being 
of subjects have been adequately pro-
tected. Failure or inability to comply 
with these requirements does not jus-
tify failure to provide information on a 
relevant clinical investigation. 

[45 FR 3751, Jan. 18, 1980, as amended at 50 
FR 7518, Feb. 22, 1985; 83 FR 7385, Feb. 21, 
2018] 

§ 812.28 Acceptance of data from clin-
ical investigations conducted out-
side the United States. 

(a) Acceptance of data from clinical in-
vestigations conducted outside the United 
States to support an IDE or a device mar-
keting application or submission (an ap-
plication under section 515 or 520(m) of 
the Federal Food, Drug, and Cosmetic 
Act, a premarket notification submission 
under section 510(k) of the Federal Food, 

Drug, and Cosmetic Act, or a request for 
De Novo classification under section 
513(f)(2) of the Federal Food, Drug, and 
Cosmetic Act). FDA will accept informa-
tion on a clinical investigation con-
ducted outside the United States to 
support an IDE or a device marketing 
application or submission if the inves-
tigation is well-designed and well-con-
ducted and the following conditions are 
met: 

(1) A statement is provided that the 
investigation was conducted in accord-
ance with good clinical practice (GCP). 
For the purposes of this section, GCP is 
defined as a standard for the design, 
conduct, performance, monitoring, au-
diting, recording, analysis, and report-
ing of clinical investigations in a way 
that provides assurance that the data 
and results are credible and accurate 
and that the rights, safety, and well- 
being of subjects are protected. GCP in-
cludes review and approval (or provi-
sion of a favorable opinion) by an inde-
pendent ethics committee (IEC) before 
initiating an investigation, continuing 
review of an ongoing investigation by 
an IEC, and obtaining and documenting 
the freely given informed consent of 
the subject (or a subject’s legally au-
thorized representative, if the subject 
is unable to provide informed consent) 
before initiating an investigation. GCP 
does not require informed consent in 
life-threatening situations when the 
IEC reviewing the investigation finds, 
before initiation of the investigation, 
that informed consent is not feasible 
and either that the conditions present 
are consistent with those described in 
§ 50.23 or § 50.24(a) of this chapter, or 
that the measures described in the pro-
tocol or elsewhere will protect the 
rights, safety, and well-being of sub-
jects. 

(2) In addition to the information re-
quired elsewhere in parts 807, 812, and 
814 of this chapter, as applicable, the 
information in paragraph (b) of this 
section is submitted, as follows: 

(i) For an investigation of a signifi-
cant risk device, as defined in 
§ 812.3(m), the supporting information 
as described in paragraph (b) of this 
section is submitted. 

(ii) For an investigation of a device, 
other than a significant risk device, 
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